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REMARKS/ARGUMENTS 



Applicants thank the Examiner for the considered response 
and explicit prior art references cited in the Office Action. 
Claims 1-6 have been amended and remain in the case. 
Reconsideration of the patent application is respectfully 
requested in view of the foregoing amendments and following 
remarks . 

The instant invention, as recited in the claims now 
amended, is drawn to a suture having a polymer coating 
containing releasable biological agents for the reduction of 
smooth muscle cell proliferation in a sutured, grafted or 
injured area of a vessel or arterial wall. 

Claims 1-6 were rejected for lack of enablement as 
required by 35 U.S.C. §112. Independent claims 1 and 4 have 
been amended to recite ^'reduction" without '"prevention." 
Applicants believe that they have therefore overcome the 35 
U.S.C. §112 rejection. 

Claims 1 and 3 stand rejected under 35 U.S.C. §102 (e) as 
being anticipated by U.S. Patent No. 6,918,869 issued to Shaw 
et al. Anticipation means that the claimed invention was 
previously known, and that all of the elements and limitations 
of the claim are described in a single prior art reference. 
The Federal Circuit stated in Akzo N.V. v. U.S. Int'l Trade 
Comm'n , 808 F.2d 1471, 1479 (Fed. Cir. 1986) that "[ujnder 35 
U.S.C. §102, anticipation requires that each and every element 
of the claimed invention be disclosed in a prior art 
reference . " 

SHAW et al. disclose ''an implantable medical device which 
has two opposing ends, each having a surface, and a middle 
portion and a surface" (col. 3, lines 63 - 65). Such devices 
include but are not limited to catheters, guide wires, 
ballons, filters, stents, stent grafts, a commercial synthetic 
graft, prosthetic seed, dialysis shunt, aneurysm coil, a 
biological vascular or non-vascular graft, filters, implants. 
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and angioplasty devices (col. 8, lines 3-8). As the 
Examiner points out, SHAW et al. disclose that a ''graft may be 
sutures of strips attached to or interwoven into the ends of 
the stent, which hold the biologically active material" (col. 
13, line 65 - 67). SHAW et al. use the sutures as a part of a 
larger combination with a stent, but fail to disclose a PTFE 
coated suture without it being part of a combination with a 
stent. Independent claim 1 and dependent claim 3 have been 
amended to recite only a stent less suture , rather than a 
''suture, graft, and suture/graft combination." Since SHAW et 
al. do not teach each and every element of Applicants' 
invention, Applicants respectfully request that the Examiner 
withdraw the rejection under 35 U.S.C. §102 (e) based on SHAW 
et al . 

Claims 1-6 stand rejected under 35 U.S.C. §103 (a) as 
being unpatentable over U.S. Patent No. 6,919,100 issued to 
Narayanan in view of SHAW et al. 

NARAYANAN discloses implantable medical devices, which 
may be coated to minimize or substantially eliminate a 
biological organism' s reaction to the introduction of the 
medical device to the organism or to treat a particular 
condition. The Examiner contends that it would be obvious to 
combine the PTFE of SHAW et al. with the device of NARAYANAN. 
SHAW et al. disclose, as the Examiner points out, the use of 
PTFE as a graft covering (col. 13, lines 58 - 61). NARAYANAN 
discloses "...implantable medical devices, [which] may be 
coated..." (abstract) . NARAYANAN discloses devices such as 
"surgical devices, sutures, staples, anastomosis devices, 
vertebral disks, bone pins, suture anchors, hemostatic 
barriers, clamps, screws, plates, clips, vascular implants, 
tissue adhesives and sealants, tissue scaffolds, various types 
of dressings, bone substitutes, intraluminal devices, and 
vascular supports../' (col. 4, lines 19 - 24). 

Where claimed subject matter has been rejected as obvious 
in view of a combination of prior art references, a proper 
analysis under 35 U.S.C. §103 requires consideration of two 
factors: (1) whether the prior art would have suggested to 
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those of ordinary skill in the art that they should make the 
claimed composition or device, or carry out the claimed 
process; and (2) whether the prior art would also have 
revealed that in so making or carrying out, those of ordinary 
skill would have a reasonable expectation of success. In re 
Vaeck, 947 F.2d 488, 493 (Fed. Cir. 1991). 

The prior art does not suggest to those of ordinary skill 
in the art that they should make Applicants' invention. To 
analyze the patentability of claims pursuant to 35 U.S.C. 
103(a), one must cast his/her mind back to the time the 
invention was made, and to consider the thinking of a person 
of ordinary skill in the art, guided only by the prior art 
references and the then-accepted wisdom in the field. W. L. 
Gore & Associates, Inc. v. Garlock, Inc. , 721 F.2d 1540, 1553 
(Fed. Cir. 1983) . One must employ such a step in the analysis 
to avoid falling into the luring trap of using impermissible 
hindsight. Id . 

Both the NARAYANAN and SHAW et al. patents issued from 
disclosures filed between December 2002 and January 2003. 
Considering the close filing dates, the inventors from both 
references probably developed what they disclosed in their 
patents at approximately the same time. Therefore, if 
Applicants' invention was obvious, the inventors on each of 
the patents should have seen at that time that they could use 
PTFE on sutures in the way Applicants' invention teaches. 
Because it was NOT obvious, neither patent contains the 
invention Applicants now claim. There can be no reasonable 
expectation of success in making Applicants' invention based 
on the NARAYANAN and SHAW et al. references since one would 
wonder why no person on each disclosure discovered Applicants' 
invention. Therefore, Applicants respectfully request that 
the Examiner withdraw the rejection of claims 1-6 under 35 
U.S.C. §103 (a) as being unpatentable over NARAYANAN in view of 
SHAW et al. 

Claims 1-6 also were rejected under 35 U.S.C. §103 (a) 
as being obviated by U.S. Patent No. 6,890,546 issued to 
Mollison et al. in view of SHAW et al. 
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MOLLISON et al. disclose ''[a] medical device comprising a 
supporting structure having a coating on the surface thereof, 
the coating containing a therapeutic substance, such as, for 
example, a drug'' (abstract) . The Examiner contends that it 
would be obvious to combine the PTFE of SHAW et al. with the 
graft system of MOLLISON et al. MOLLISON et al. disclose 
devices such as '"coronary stents, peripheral stents, 
catheters, arterio-venous grafts, by-pass grafts, and drug 
delivery balloons used in the vasculature'' (abstract) . 
MOLLISON et al. fail to disclose a suture. Applicants' 
amended claims 1-6 all recite a suture. Neither MOLLISON et 
al. nor SHAW et al. teach or suggest a suture at all. 
Therefore, combining the references would still not provide a 
person with Applicants' entire invention. 

In addition, there is no motivation, suggestion or 
teaching to combine SHAW et al. and MOLLISON et al. ''To 
establish obviousness based on a combination of the elements 
disclosed in the prior art, there must be some motivation, 
suggestion or teaching of the desirability of making the 
specific combination that was made by the applicant." In re 
Kotzab, 217 F.3d 1365, 1370 (Fed. Cir. 2000). Failure to 
disclose a suture in the MOLLISION et al. reference means 
there would be no motivation, suggestion, or teaching to 
combine the reference with SHAW et al. It would require an 
enormous amount of experimentation to determine whether PTFE 
would work with a suture when MOLLISON at al. fail to disclose 
a suture. Therefore, contrary to the Examiner's opinion, 
there would not be a reasonable likelihood of success in 
producing a PTFE coated suture like that of Applicants' . 
Therefore, Applicants respectfully request that the Examiner 
withdraw the rejection of claims 1-6 under 35 U.S.C. §103 (a) 
as being unpatentable over MOLLISON et al. in view of SHAW et 
al. 

The Examiner contends that the limitation "plasma 
assisted coating" is a future intended use limitation that 
adds no patentable weight to the claim. 35 U.S.C. §112 
provides : 
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f The specification shall contain a written description of 

the invention, and of the manner and process of making and 
using it, in such full, clear, concise, and exact terms as 
to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to 
make and use the same, and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Applicants have complied with the requirements of the statute. 
In particular, in addition to the written description and best 
mode requirements. Applicants provide an enabling disclosure 
for a stentless suture comprising PTFE and having a plasma 
assisted coating deposited on the suture containing releasable 
biological agents for the reduction of intimal hyperplasia, 
smooth muscle cell proliferation in a sutured, grafted, or 
injured area of a vessel or arterial wall. Applicants 
disclosed in their patent application that their invention 
uses plasma assisted coatings to provide complex delivery 
strategies (p, 12, lines 8 - 10) . Applicants have adopted the 
use of plasma assisted coatings in their invention, and 
provided an enabling disclosure to support it. Therefore, 
Applicants respectfully request that the Examiner withdraw the 
contention that claim 2 is a future intended use limitation. 

For these reasons Applicants request the withdrawal of 
all rejections and allowance of claims 1-6, and the passing 
of the application to issue. 



I hereby certify that this correspondence is 
being deposited with the United States Postal 
Service as first class mall In an envelope 
addressed to: 
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